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Note to Reader
August 7, 1998

Background: As part of its effort to involve the public in the implementation of
the Food Quality Protection Act of 1996 (FQPA), which is designed to ensure
that the United States continues to have the safest and most abundant food supply,
EPA is undertaking an effort to open public dockets on the organophosphate
pesticides. These dockets will make available to all interested parties documents
that were developed as part of the U.S. Environmental Protection Agency’s
process for making reregistration eligibility decisions and tolerance reassessments
consistent with FQPA. The dockets include preliminary health assessments and,
where available, ecological risk assessments conducted by EPA, rebuttals or
corrections to the risk assessments submitted by chemical registrants, and the
Agency’s response to the registrants’ submissions.

The analyses contained in this docket are preliminary in nature and represent the
information available to EPA at the time they were prepared. Additional
information may have been submitted to EPA which has not yet been
incorporated into these analyses, and registrants or others may be developing
relevant information. It’s common and appropriate that new information and
analyses will be used to revise and refine the evaluations contained in these
dockets to make them more comprehensive and realistic. The Agency cautions
against premature conclusions based on these preliminary assessments and against
any use of information contained in these documents out of their full context.
Throughout this process, if unacceptable risks are identified, EPA will act to
reduce or eliminate the risks.

There is a 60 day comment period in which the public and all interested parties

are invited to submit comments on the information in this docket. Comments
should directly relate to this organophosphate and to the information and issues
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available in the information in this docket. Once the comment period closes,
EPA will review all comments and revise the risk assessments, as necessary.

These preliminary risk assessments represent an early stage in the process by
which EPA is evaluating the regulatory requirements applicable to existing
pesticides. Through this opportunity for notice and comment, the Agency hopes
to advance the openness and scientific soundness underpinning its decisions.
This process is designed to assure that America continues to enjoy the safest and
most abundant food supply. Through implementation of EPA’s tolerance
reassessment program under the Food Quality Protection Act, the food supply
will become even safer. Leading health experts recommend that all people eat a
wide variety of foods, including at least five servings of fruits and vegetables a
day.

Note: This sheet is provided to help the reader understand how refined and
developed the pesticide file is as of the date prepared, what if any changes have
occurred recently, and what new information, if any, is expected to be included
in the analysis before decisions are made. It is not meant to be a summary of
all current information regarding the chemical. Rather, the sheet provides
some context to better understand the substantive material in the docket ( RED
chapters, registrant rebuttals, Agency responses to rebuttals, etc.) for this
pesticide.

Further, in some cases, differences may be noted between the RED chapters and
the Agency’s comprehensive reports on the hazard identification information and
safety factors for all organophosphates. In these cases, information in the
comprehensive reports is the most current and will, barring the submission of
more data that the Agency finds useful, be used in the risk assessments.

ck Housenger, Acting Director
Special Review and Reregistration
Division
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SUBJECT: Acute Dietary Exposure Analysis for Phorate in Support
‘ of the Reregistration Eligibility Decision.
Y
) 7 ‘
\,-ébkk > o
Dietary Risk Evaluation Section /
SAB/Health Effects Division ’a ’

| Wy
TO: Mike Metzger, Chief

Risk Characterization Analysis Branch
Health Effects Division (7509C)

FROM: Brian Steinwand /
Dietary Risk Evaluation Section.
Science Analysis Branch/HED (7509C)

Through: Elizabeth Doyle, Section Head Z/;(;

Action Requested

Provide a dietary exposure analysis to estimate the acute
dietary exposure and risk from phorate for uses which are being
supported through reregistration.

Discussion

A previous analysis which determined the chronic dietary
exposure and risk from phorate for uses which are being supported
through reregistration was pérformed (See memo, B. Steinwand,
3/8/96). This analysis demonstrated no chronic dietary risk. At
the time of that analysis, DRES was not aware of any Acute
toxicity problems related to phorate.

Since that time, phorate was reviewed by the Toxic Endpoint
Selection Committee which established an acute NOEL endpoint of
0.05 mg/kg/day (See Tox Endpoint Selection Document, 1/31/96).
Using this endpoint, an acute analysis was performed on both the
existing file of published tolerances (See Table 1), and all
‘phorate uses which are being supported through reregistration
(See Table 2). Both of these analyses resulted in unacceptable
acute dietary risks (below a MOE of 100). '
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.Conclusions

In each instance, both the currently registered uses and
those uses and reassessed tolerances proposed in reregistration
document result in acute dietary risk level which exceed the
Agency's level of concern.
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" DP BARCODE: D220566 T REREG CASE # 0103

CASE: 818957 DATA PACKAGE RECORD DATE: 11/22/95
SUBMISSION: 5496230 BEAN SHEET Page 1 of 1

* * * CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REREGISTRATION ACTION: 623 INITIATE RED CHAPTER

CHEMICALS: 057201 Phorate 100.00 s

ID#: 057201

COMPANY:

PRODUCT MANAGER: 73 LINDA PROPST 703-308-8165 ROOM: CS1 2B3

PM TEAM REVIEWER: DENNIS MCNEILLY 703-308-8066 ROOM: CS1i 3F5

RECEIVED DATE: 10/30/95 DUE OUT DATE: 02/27/96

* * * DATA PACKAGE INFORMATION * * *

DP BARCODE: 220566 EXPEDITE: N DATE SENT: 10/30/95 DATE RET.: /  /

CHEMICAL: 057201 Phorate .

DP TYPE: 001 Submission Related Data Package

CSF: N LABEL: Y .

ASSIGNED TO DATE 1IN DATE OUT ADMIN DUE DATE: 02/27/96
DIV : HED 11/15/95 ' / / NEGOT DATE: / /]
BRAN: TB-2 11/21/95 / / PROJ DATE: /
SECT: RS-2 / /] |/

REVR : YYANG / ] /] )
CONTR: !/ /!
* * * DATA REVIEW INSTRUCTIONS * * *
Prepare TOX Chapter for phorate RED.
* * % DATA PACKAGE EVALUATION * * %
No evaluation is written for this data package
¢
* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * #* #*
DP BC ‘ BRANCH/SECTION DATE OUT .DUE BACK INS CSF - LABEL



This Portion of Document #25 have been classified as a “B” Document. An “Affirmation of Non-
Multinational Status” Must be Completed and Approved to View/Copy this Document.

Please See Docket Staff for a Copy of the “Affirmation.”



